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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claim 12 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

3. Regarding claim 12, it is unclear what applicant regards as of generally uniform 
thickness. For the purposes of examination generally uniform thickness will be interpreted as the 
thickness required shielding radiation. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale ia this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1, 4, 8, 12, and 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Reich (US 5,519,931). 

6. For claim 1 , Reich teaches a container comprising an elongate base with inner and outer 
shells enclosing a shielding element (column 6 lines 20 and 21, figure 1 #22), and an elongate cap 
with inner and outer shells (column 6 lines 24 and 25, figure 1 #20) wherein the cap is 
removably attached to the base (column 6 lines 25-30, figure 1 #'s 30 and 36). Reich also 
teaches a portion of the cap overlapping a portion of the base shielding element (figures 1-3). 
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7. For claim 4, Reich teaches the base and cap shielding elements formed from lead 
(column 7 lines 21-24). 

8. For claim 8, Reich teaches a hollow base sized to accommodate a needle and barrel of a 
syringe, and a hollow cap sized to accommodate a plunger of a syringe (column 9 lines 6-8). 

9. For claim 16, Reich teaches a portion of the base shielding element disposed about a 
portion of the outer shell of the cap (figure 7 #'s 60 and 62). 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identicaUy disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

12. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

13. Claims 2, 3, and 1 1 rejected under 35 U.S.C. 103(a) as being unpatentable over Reich 
(US 5,519,931) in view of Kriesel (US 5,545,139). 

14. With regards to claims 2 and 1 1 Reich teaches a container comprising an elongate base 
with inner and outer shells enclosing a shielding element (column 6 lines 20 and 21, figure 1 
#22), and an elongate cap with inner and outer shells (column 6 lines 24 and 25, figure 1 #20) 
wherein the cap overlaps a portion of the base (figures 1-3), and is removably attached to the 
base (column 6 lines 25-30, figure 1 #'s 30 and 36). In addition, Reich teaches placing a label 
containing information about the sample on either the syringe body, sharps container, or the 
pharmaceutical pig (column 7 lines 55-67, column 10 lines 26-35). Reich does not teach a 
flexible sleeve placed on the outer shell of the base 

Kriesel teaches a fluid container assembly wherein a flexible sleeve having a transparent 
portion is placed on the outer shell of the device (column 4 lines 11-14, 59-62 figure 1 #'s30 and 
52). 

It would have been obvious to one of ordinary skill in the art at the time the invention 

was made to modify the pharmaceutical pig of Reich in view of Kriesel to utilize a flexible 
sleeve comprising a transparent portion and label in order to form a sterility barrier on the 
external portion of the device, and to create an external portion suited for imprinting a label as 
taught by BCriesel. 

1 5 . With regards to claim 3 , Reich in view of BCriesel does not explicitly teach a label 
disposed between the flexible sleeve and the outer shell of the base. It would have been obvious 
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to one of ordinary skill in the art at the time the invention was made to modify Reich in view of 
BCriesel wherein the label is disposed between the sleeve and the outer shell in order to prevent 
damage to or loss of information from the label due to repeated handling from a user or device. 

16. Claim 5 is rejected under 35 U.S. C. 103(a) as being unpatentable over Reich (US 

5,519,931) in view of McCord (US 6,740,260). 

17. With regards to claim 5, Reich does not teach a pharmaceutical pig wherein the base and 
cap shielding elements are formed from a metallic filled polymer. 

McCord teaches a polymer-tungsten precursors composite utilized for forming radiation 
shields and insulators (Abstract, column 5 lines 47-50). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of McCord by utilizing a metallic filled polymer 
to form the base and cap shielding elements in order to provide a wide variety of materials 
capable of shielding radiation. 

18. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Reich (US 
5,519,931) in view of Fu et al, (US 7,268,359). 

19. With regards to claim 6, Reich teaches a pharmaceutical pig wherein the upper and lower 
shields are welded to the upper and lower shells (column 8 lines 45-51). Reich does not teach 
the device made of stainless steel. 

Fu et al., teach an apparatus for transporting pharmaceuticals wherein the upper and 
lower shells are made of stainless steel (column 9 lines 38-42). 
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It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Fu et al., to gain the advantage of providing a 
durable metal that is light in weight in order to aid in transporting the device. 

20. Claim 7 is rejected under 35 U.S. C. 103(a) as being unpatentable over Reich (US 

5 ,5 1 9,93 1 ) in view of Fu et al., (US 7,268,359) as applied to claim 6 above, and further in view 
ofBrenes (US 5,791,632). 

21 . With regards to claim 7, Reich in view of Fu et al., do not teach a device comprising a 
plurality of keyhole shaped slots in the cap, nor do they teach a plurality of screws in the base to 
form a sliding lock mechanism. 

Brenes teaches a quick release slide lock mechanism wherein a plurality of screws and 
keyhole shaped slots comprise a sliding lock mechanism (column 3 lines 39-43, figure 1 #'s 32 
and 34). It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify Reich in view of Fu et al., in further view ofBrenes to gain the advantage of 
providing an easily detachable locking mechanism in order to separate the cap and base with 
minimal agitation of the syringe. 

22. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Reich (US 

5,519,931) in view of Leicester et al, (GB 908,134). 

23. With regards to claim 13, Reich does not teach a bayonet type interconnection between 
the cap and the base. 

Leicester et al., teach a device for handling radioactive material wherein the cap and base 
portions display a bayonet type interconnection (page 2 lines 62-69). 
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It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Leicester et al., to utilize a bayonet type 
connection in order to provide a locking mechanism that can be easily removed with minimal 
disruption or disturbance of the syringe. 

24. Claims 14 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Reich 
(US 5,519,931) in view of Leicester et al., (GB 908,134) in further in view of Fu et al, (US 
7,268,359). 

25. With regards to claim 14, Reich does not teach a container comprising means for a 
bayonet type interconnection. 

Leicester et al., teach a device for handling radioactive material wherein the cap and base 
portions display a bayonet type interconnection (page 2 lines 62-69). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Leicester et al., to utilize a bayonet type 
connection in order to provide a locking mechanism that can be easily removed with minimal 
disruption or disturbance of the syringe. 

Reich in view of Leicester et al., do not teach a container made of stainless steel. 

Fu et al, teach an apparatus for transporting pharmaceuticals wherein the upper and 
lower shells are made of stainless steel (column 9 lines 38-42). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Fu et al., to gain the advantage of providing a 
durable metal that is light in weight in order to aid in transporting the device. 
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26. With regards to claim 18, Reich teaches a container wherein the base shielding element is 
tapered at the needle accommodating portion (column 8 lines 33-35). Reich does not teach a 
container in which the cap and base are formed from stainless steel, nor does he teach a bayonet 
type connection between the cap and the base. 

Fu et al., teach an apparatus for transporting pharmaceuticals wherein the upper (cap) and 
lower (base) shells are made of stainless steel (column 9 lines 38-42). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Fu et al., to gain the advantage of providing a 
durable metal that is light in weight in order to aid in transporting the device. 

Reich in view of Fu et al., do not teach a bayonet type connection between the cap and 
base of the device. 

Leicester et al., teach a device for handling radioactive material wherein the cap and base 
portions display a bayonet type interconnection (page 2 lines 62-69). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Fu et al, in further view of Leicester et al., to 
utilize a bayonet type connection in order to provide a locking mechanism that can be easily 
removed with minimal disruption or disturbance of the syringe. 

27. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Reich (US 
5,519,931) in view of Brenes (US 5,791,632). 

With regards to claim 15, Reich teaches a pharmaceutical pig comprising an elastomeric 
ring compressed between the upper and lower shells (column 6 lines 65 and 66, figure 1 #42). It 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
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place the elastomeric ring between the cap and the base in order to provide and air and fluid tight 
seal. Reich does not teach a plurialty of keyhole slots and a plurality of screws to form a locking 
mechanism. 

Brenes teaches a quick release slide lock mechanism wherein a plurality of screws and 
keyhole shaped slots comprise a sliding lock mechanism (column 3 lines 39-43, figure 1 #'s 32 
and 34). It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify Reich in view of Fu et al., in further view of Brenes to gain the advantage of 
providing an easily detachable locking mechanism in order to separate the cap and base with 
minimal agitation of the syringe 

28. Claims 29, 32, and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Reich (US 5,519,931) in view of Leicester et al., (GB 908,134). 

29. With regards to claim 29, Reich teaches an assembly for transporting a 
radiopharmaceutical comprising a syringe having a needle, barrel and a plunger (figure 3). Reich 
also teaches a pharmaceutical pig comprising elongate base with inner and outer shells enclosing 
a shielding element (column 6 lines 20 and 21, figure 1 #22), and an elongate cap with inner and 
outer shells (column 6 lines 24 and 25, figure 1 #20) wherein the inner and outer shells of the 
both the cap and base encloses the shielding elements (figure 3 #'s 16 and 20, 18 and 22). In 
addition, Reich teaches a hollow base sized to accommodate a needle and barrel of a syringe, and 
a hollow cap sized to accommodate a plunger of a syringe (column 9 lines 6-8). Reich does not 
teach an assembly comprising means for enabling a bayonet type interconnection. 

Leicester et al., teach a device for handling radioactive material wherein the cap and base 
portions display a bayonet type interconnection (page 2 lines 62-69). 
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It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Reich in view of Leicester et al., to utilize a bayonet type 
connection in order to provide a locking mechanism that can be easily removed with minimal 
disruption or disturbance of the syringe. 

30. With regards to claim 32, Reich teaches the base shielding element tapered at the needle 
accommodating portion (column 8 lines 33-35), and a cap of generally uniform thickness. 

3 1 . With regards to claim 33, Reich teaches a portion of the cap shielding element 
overlapping a portion of the base shielding element (figure 1 #'s 38 and 36, figure 2). 

32. Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Reich (US 
5,519,931) in view of Leicester et al., (GB 908,134) as applied to claim 29 above, and further in 
view of Brenes (US 5,791,632). 

33. With regards to claim 30, Reich teaches a pharmaceutical pig comprising an elastomeric 
ring compressed between the upper and lower shells (column 6 lines 65 and 66, figure 1 #42). It 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
place the elastomeric ring between the cap and the base in order to provide and air and fluid tight 
seal. Reich does not teach a plurialty of keyhole slots and a plurality of screws to form a locking 
mechanism. 

Brenes teaches a quick release slide lock mechanism wherein a plurality of screws and 
keyhole shaped slots comprise a sliding lock mechanism (column 3 lines 39-43, figure 1 #'s 32 
and 34). It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify Reich in view of Leicester et al., in further view of Brenes to gain the 
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advantage of providing an easily detachable locking mechanism in order to separate the cap and 
base with minimal agitation of the syringe. 

34. Claim 3 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Reich (US 
5,519,931) in view of Leicester et al., (GB 908,134) as applied to claim 29 above, and further in 
view of Kriesel (US 5,545,139). 

With regards to claim 31, Reich does not teach a flexible sleeve with a transparent 
portion disposed on the outer shell, and a label disposed between the flexible sleeve in the base. 

ICriesel teaches a fluid container assembly wherein a flexible sleeve having a transparent 
portion is placed on the outer shell of the device (column 4 lines 11-14, 59-62 flgure 1 #'s30 and 
52). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the pharmaceutical pig of Reich in view of Kriesel to utilize a flexible 

sleeve comprising a transparent portion and label in order to form a sterility barrier on the 
external portion of the device, and to create an external portion suited for imprinting a label as 
taught by Kriesel. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dwan A. Gerido, Ph.D. whose telephone number is (571)270- 
3714. The examiner can normally be reached on Monday - Friday, 9:00 - 6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/Jill Warden/ 

Supervisory Patent Examiner, Art Unit 1797 



